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This REPORT consists of a total of 7 sheets, including this cover sheet 
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This reoort is also accompanied by ANNEXES, i.e. sheets of the description, claims andA>r drawings which haw 
2Ln ISS^^^^^ for this report andADr sheets containing rectificafe^^ made before this Authorrty 

(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 
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Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 66.2(a)(li) with regard to novelty, inventive step or Industrial applicability; 
citations and explanations supporting such statement 
Certain documents cited 
Certain defects In the international application 
Certain obsen/ations on the intemational application 
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I. Basis of the report , - hoWfo 

,.V«re,.rd.ome*n»n.so.mein,emgom,^^^^ 



Description, Pages 
1-38 



as originally filed 



Claims, Numbers 
1-11 



as originally filed 



Drawings, Sheets 

1>22-22fi2 



as originally filed 



These elements were available or furnished to this Authority in the following language; . whK^h .s: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of Internationa, preliminary exam.nat.on (under 
Rule 55.2 andADr 55.3). 

□ contained in the international application in written fomi. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written fomn. 

□ furnished subsequently to this Authority in computer readable fonm. 

U 1 - -^---^^r ''Ef ntSS"^ D^ng does nc go b^^nd .he d«c^u« 

In the international application as filed has been furnished. 
O ^rsrren,»««r,n,om««onreco„tedi„co^er«adab.e.o„n,e«e„»ca>»*owm.e^ 

listing has been fumislied. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 



Form P^T/'PFft/^Q (January 2004) 
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5 □ This report has been established as if (some of) the amendmejs ^^^^^ not been made, since they have 
Sen Snsldered to go beyond the disclosure as filed (Rule 70.2(c)). 

(AnyreplaoemBntsheetcor^nlngsuchamendmentsmusttereferr^^^ 1 and annexed to this 

report.) 

6. Additional observations, if necessary: 

II, Non-establlshment of opinion wHh .^ard to novelty, inventive step and industrial applicability 

1 The auestions whether the claimed invention appears to be "pvel, to invol^^^^^ inventive step (to be non- 
SS^^IfrtS be industrially applicable have not been examined .n respect of. 

□ the entire international application, 

M claims Nos. 2-7,1 0,1 1 

because: 

P sa« ln«ma«onal app«ca«cn, or *e saW fW- N«^!« ^ ""^ ""^ 

not require an International prallminaiy examination (speaty). 

m .hedescH;«on,cla,n,so,d«wlnge~^*u^^n«6.*^^ 
unclear that no meaningful opinion could be fomied (specify). 

see separate sheet 

□ the Claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for tiie said claims Nos. 
Instructions: 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable fomi has not been furnished or does not comply with the Standard. 

V Rea«,ned statement under Article 36(2) wi«. refjn. t. ■»vei.,. i^e^!" «=P » In-u-rial appfloabiltty; 

ctoSons and explanations supporting such statement 

1- Statement 
Novelty (N) 



Inventive step (IS) 
Industrial applicability (lA) 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 



1,8,9 

1,8,9 
1,8,9 



■^TCiteBons an3 explanations 



Fnrm PCTyiPEA/409 .(January^Q04^ . 
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see separate sheet 
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^Sll.hme«. of opinion wHh «gard to novelty, invenUve step and Industrial 
applicability 

1 Claims 1 2, 5 and 10 have been drafted as separate independent claims However 
C.L ms 2 slmd 10 sesm to relate effectively to tt,e same subiect-matter of claim 1 

d~ that claim only with regard to the defWion of "j-"^!—^? 
which orotection is sought and In respect of the temiinology used for the features of 
iTK^atter. The aforemen«oned claims therefore lack a. least conc^eness. 
Moreover lack of clarity of the claims as a whole arises, since the pluralrty o in- 
deo^derit cWms makes it Impossible to detemiine the matter for which P™tection is 
^ugrand places an undue burden on omers seeking to establish the extent of the 
protection. 

Hence dalms 2, 5 and 10 do not meet the requirements of clarity to such an extend 
*tn;^rnsK;e examination can be perfom,ed on behalf of said claims and their 
dependent claims (see Article 34.4(b) PCT) 

2 It would have been appropriate to amend the claims defining the relevant subject- 
matter using only one independent claim followed by dependent claims covenng tea- 
tures which are merely optional (Rule 6.4 PCT). 

statement under Rule 66.2(a)(ii) with regard to novelty, ^"v^^^ ^J^P 
industrial applicability; citations and explanations suppoiting such statement 

3 Reference is made to the following documents: 

D1 : US-A.5 785 049 (BURR JOHN D ET AL) 28 ^^'V ^^^98 (1 99^^^^^ 
D2: US-A-5 435 297 (KLEIN CHRISTOPH) 25 July 1995 (1995-07-25) 



F=orm PCT/Separate SheeV409 (Sheet 1) (EPO-April 199^ 



i Presem claim lis unclear. The feature ^..wherein the inhalation device for 

rrTpulmcnary administra.ion...by the inhaiation-induced P^^"™' 

t^uL of the device wimout clearly defining the technical feature whKh allov»s th« 

pan^oX use. Therefom the feature cannot disUngulsh claim 1 from the pnor art. 

4 1 insofar as the daim can be underetcod, it appears that its subject not 
over document D1 in view of document D2. in particular, document D1 
rcXor,sldered to .^present the most .^levant state of the art, discloses (ct. 
column 7, line 66 - column 1 0, line 65; figures 1 ,2) 

An inhalation device for transpulmonaiy administration compnsing: .„^,^„ 
a cZ^ber (12) for containing a pham-aceuticai composition which is pulvenzed mto 
finoDarticlesbv an air-generated Impact for dispersal in air, 

raS- wS^l^th (4^) for introducing to the chamber (12) outside air to apply the 
tTr-^erateZpaC to ihe phamiaceutlcal composition and for injecSng the outside 

::r.rr::^:^aZ— 
::::::g^C2-=grc^°i?^)Ueairin^^^ 

the Inhalation flow path (46); ~™rthn1aca 
a mouthpiece (30,32) provided at one end of the housing (11), the mouthp eoe 
rao ^^ing Uwed with a mouth-side flow path (30) which communicates with the 
*;^ion flow path (46), and an auxiliary flow path (54) for *ec.ly ujhahng the 
iiiil-irin iirvihi"h l-r- ^ -^"^ ^^mmunicate with the inhalation flow path (46), 
^^ ernme lalationde^^^^ administration Is conS?";^ '"f 

Z the air-generated Impact is applied to the phamiaceutical composition by the 
oSe air ^Ich flows into the chamber (1 2) by inhalation induced P'^^^ 
oe^rated when a user (patient) inhales air, and the pulvenzed phamnaceutioal 
^ZSloris introduced to the mouth-side flow path (30), and at the same time the 
3^al??s directly introduced to the auxiliaiy flow path (54) by the inhalation- 
induced pressure. 

A p the subject matter of claim 1 differs in tliat: 

*e aXry flow path (54) for dirocMy inhaling the outside air r 1 o>^. oommMPicate with 

tlie mouth-side flow path (30). 
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4.3 In view of said difference, the subject matter of claim 1 is new and meets the 
requirements of Article 33(2) PCT 

4 4 The problem to be solved by the present invention may therefore be regarded as 
pI^verngThe coalescence / agglomeration of fine particles (see the descnpfon at 
page19, Iines2-11). 

4 5 The solution proposed In daim 1 of the present application cannot be considered as 
involving an Inventive step (Article 33.3 PCT) for the following reasons: 

4 6 The feature that "the auxiliary flow path does not oommunioate- Is <»«soribed In 

document D2 (cf column 3. line 30 - column 4, line 44, figure 4) as providing the 
ST^dvantages as in the pmsent application. The skilled person would therefore 
It as a «m,al design option to include this feature in the device descnbed ,n 
document D1 in order to solve the problem posed. 

5 Dependent claims 8 and 9 do not appear to contain any addWonal features, which in 
combination with the features of any daim to which they refer, give nse to 
ruNrmaSi:r?.ivolves an In Jnflve step (Article 33(3) PCp as all the fea«ires 
introduced with these daims seem to be known while used with a known 
corresponding effect. 

'Tfe^res of Claim 8 are disclosed in combination wHh the features of claim 1 in 
D1 (Cf oaqe 1 left-hand column, line 1 0 - right-hand column, line 5; figure 1 ). 

tUle^u^e 4hec^ of claim 9 is merely one of several straightfonA,ard poss.- 
blmtel ftr.«^^^^^^ Skilled person would select, in accordance with circumstances, 
without the exercise of inventive skill, in order to solve the problem posed. 

Thel^f ore the subject matter of claims 8 and 9 does not involve an inventive step 
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The device described In the claims is industrially manufacturable. and therefore the 
requirements of Article 33(4) PCT are met. 
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